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(3) A statement of the weight or
measure of sample used for each test,
where appropriate.

(4) A complete record of all data se-
cured in the course of each test, includ-
ing all graphs, charts, and spectra from
laboratory instrumentation, properly
identified to show the specific compo-
nent, drug product container, closure,
in-process material, or drug product,
and lot tested.

(5) A record of all calculations per-
formed in connection with the test, in-
cluding units of measure, conversion
factors, and equivalency factors.

(6) A statement of the results of tests
and how the results compare with es-
tablished standards of identity,
strength, quality, and purity for the
component, drug product container,
closure, in-process material, or drug
product tested.

(7) The initials or signature of the
person who performs each test and the
date(s) the tests were performed.

(8) The initials or signature of a sec-
ond person showing that the original
records have been reviewed for accu-
racy, completeness, and compliance
with established standards.

(b) Complete records shall be main-
tained of any modification of an estab-
lished method employed in testing.
Such records shall include the reason
for the modification and data to verify
that the modification produced results
that are at least as accurate and reli-
able for the material being tested as
the established method.

(c) Complete records shall be main-
tained of any testing and standardiza-
tion of laboratory reference standards,
reagents, and standard solutions.

(d) Complete records shall be main-
tained of the periodic calibration of
laboratory instruments, apparatus,
gauges, and recording devices required
by § 211.160(b)(4).

(e) Complete records shall be main-
tained of all stability testing per-
formed in accordance with § 211.166.

[43 FR 45077, Sept. 29, 1978, as amended at 55
FR 11577, Mar. 29, 1990; 65 FR 18889, Apr. 10,
2000]

§ 211.196 Distribution records.
Distribution records shall contain

the name and strength of the product
and description of the dosage form,

name and address of the consignee,
date and quantity shipped, and lot or
control number of the drug product.
For compressed medical gas products,
distribution records are not required to
contain lot or control numbers.

(Approved by the Office of Management and
Budget under control number 0910–0139)

[49 FR 9865, Mar. 16, 1984]

§ 211.198 Complaint files.

(a) Written procedures describing the
handling of all written and oral com-
plaints regarding a drug product shall
be established and followed. Such pro-
cedures shall include provisions for re-
view by the quality control unit, of any
complaint involving the possible fail-
ure of a drug product to meet any of its
specifications and, for such drug prod-
ucts, a determination as to the need for
an investigation in accordance with
§ 211.192. Such procedures shall include
provisions for review to determine
whether the complaint represents a se-
rious and unexpected adverse drug ex-
perience which is required to be re-
ported to the Food and Drug Adminis-
tration in accordance with § 310.305 of
this chapter.

(b) A written record of each com-
plaint shall be maintained in a file des-
ignated for drug product complaints.
The file regarding such drug product
complaints shall be maintained at the
establishment where the drug product
involved was manufactured, processed,
or packed, or such file may be main-
tained at another facility if the written
records in such files are readily avail-
able for inspection at that other facil-
ity. Written records involving a drug
product shall be maintained until at
least 1 year after the expiration date of
the drug product, or 1 year after the
date that the complaint was received,
whichever is longer. In the case of cer-
tain OTC drug products lacking expira-
tion dating because they meet the cri-
teria for exemption under § 211.137, such
written records shall be maintained for
3 years after distribution of the drug
product.

(1) The written record shall include
the following information, where
known: the name and strength of the
drug product, lot number, name of
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